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Washington, D.C. 20460

Re: ECA Proposal for HAPs Testing of Biphenyl

Dear Mr. Auer:

The Biphenyl Work Group (BWG) appreciates the careful review you and your staff gave to our
October 7, 1997 proposed test program for biphenyl. That program, developed with the assistance of Dr.
Melvin E. Andersen, called for a 90-day inhalation study, pharmacokinetic studies, and development ofa
physiologically-based pharmacokinetic (PBPK) model. BWG remains committed to developing a
program that makes maximal use of existing animal data through PBPK modeling. Such an approach not
only eliminates unnecessary costs, but also responds to animal welfare concerns by limiting the need for
additional in vivo testing.

The BWG and Dr. Andersen have carefully reviewed EPA’s comments. We understand the
need to supplement our prior filing with additional testing elements in some areas; but, in other areas,
substantial scientific questions raised by your comments cause us to want to sit down with your staff to
explore thoroughly exactly what EPA seeks and the best means of achieving that aim. These questions
need to be answered before we can determine whether it would be useful to develop, and, if so, the scope
of, any further ECA proposal.

We therefore request a meeting with you and your staff to clarify the Agency’s position. We
would bring Dr. Andersen to such a meeting. Please ask Rich Leukroth to call me with possible meeting

dates as soon as possible.
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